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Outcomes
LOTUS
(n¼46)
CoreValve
(n¼46) P-Value
Device Success 43 (93.5%) 33 (71.7%) 0.006
No Procedural Mortality 46 (100%) 46 (100%) 1.00
Correct Position of 1 Device 46 (100%) 45 (97.8%) 0.32
Mean Gradient <20mmHg 44 (95.6%) 46 (100%) 0.16
No More than Mild AR 45 (97.8%) 35 (76.1%) 0.004
Pericardial Effusion/Tamponade 1 (2.2%) 1 (2.2%) 1.00
New Pacemaker 14 (30.4%) 8 (17.4%) 0.14
Vascular Injury Minor 13 (28.3%) 14 (30.4%) 0.82
Major 5 (10.9%) 3 (6.5%) 0.74
Major Disabling Stroke 2 (4.3%) 1 (2.2%) 0.56
Peri-procedural Myocardial Infarction 0 (0%) 2 (4.3%) 0.50
Death within 30
days
Non-
Cardiovascular
0 (0%) 1 (2.2%) 0.32
Cardiovascular 1 (2.2%) 2 (4.3%) 0.56
SATURDAY, SEPTEMBER 13, 2014, 5:00 PM–7:00 PM www.jacctctabstracts2014.comResults: In total 662 patients were included, with a mean age of 82 years and 52%
were female. MACCE at 30 days occurred in 12% patients treated with aspirin only
(ASA) and in 15% of the patients treated with DAPT (p¼ 0.31). With regards to
individual outcomes no signiﬁcant difference was observed between ASA and DAPT
treatment groups; all-cause mortality (3.9% vs. 4.7%, p¼ 0.62), ACS (0.3% vs. 0.4%,
p ¼ 0.73), stroke (1.5% vs. 2.4%, p ¼ 0.40) and life threatening or major bleeding
(7.6% vs. 11.8%, p ¼ 0.07).
Conclusions: Treatment with ASA one month following TAVI was not associated
with an increased MACCE rate. Moreover, a (non-signiﬁcant) trend for less life
threatening and major bleeding was observed in the ASA treatment group.
TCT-714
Real-world multicenter prospective registry using the direct ﬂow medical
transcatheter aortic valve system for the treatment of severe aortic stenosis:
comparison with the DISCOVER Trial
Christoph Naber1, Stylianos A. Pyxaras1, Hüseyin Ince2, Azeem Latib3,
Peter Frambach4, Peter den Heijer5, Christian Butter6, Antonio Colombo7,
Stephan Kische8
1Contilia Heart and Vascular Center, Essen, Germany, 2Vivantesklinikum im
Friedrichshain und Am Urban, Berlin, Germany, 3Ospedale San Raffaele, Milan,
Italy, 4Institut de Chirurgie Cardiaque et de Cardiologie Interventionnelle,
Luxembourg, Luxembourg, 5Amphia Hospital Breda, Breda, Netherlands,
6Herzzentrum Brandenburg, Bernau, Germany, 7EMO GVM Centro Cuore
Columbus/San Raffaele Hospital, Milan, Italy, 8University Hospital Rostock,
Rostock, Germany
Background: Retrievability and repositionability are two characteristics of the Direct
Flow Medical (DFM) valve that are conceived to reduce post-transcatheter aortic
valve replacement (TAVI) aortic regurgitation, which has been strongly associated to
clinical outcome. In the present study, we sought to assess the performance of the
DFM prosthesis in a multicenter, real-world experience and to compare these results
with the DISCOVER trial ﬁndings.
Methods: In this multicenter, prospective, real-world experience, 105 high-risk pa-
tients (Logistic Euroscore: 24.714.7) with severe aortic stenosis were prospectively
enrolled and underwent TAVI with DFM prosthesis.
Results: No signiﬁcant differences emerged comparing the baseline risk proﬁle be-
tween this real-world experience and the DISCOVER trial. Initial positioning and
repositioning led to a ﬁnal reduction of the initial trans-aortic gradient by 4515 mmHg
with amean residual gradient of 94mmHg. In 98% of cases there was no or only trivial
aortic regurgitation after implantation (Grade 0 or 1). The VARC-2-deﬁned device
success was 98% (vs. 91% in the DISCOVER trial; p¼0.03). Ten patients (10%) un-
derwent permanent pacemaker implantation due to post-procedural persistent advanced
atrio-ventricular block (vs 17% in the DISCOVER trial; p¼0.148). In 6% of cases
device retrieval was successfully performed during the procedure. At 30 day follow up
the survival rate was 98% (two deaths), with a patient safety event rate of 89%.
Conclusions: In a multicenter, prospectively enrolled, high-risk patient population
with severe aortic stenosis, the DFM retrievable and repositionable prosthesis
demonstrated excellent short-term efﬁcacy and safety. Despite similar risk proﬁle,
real-world experience reached a signiﬁcantly higher device success rate in comparison
with the DISCOVER trial.
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Background: Based on data from the German Aortic Valve Registry (GARY) a novel
scoring system to predict 1year-mortality in patients undergoing transcatheter aortic
valve replacement was developed.
Methods: 3875 pt undergoing TAVR were included national multicenter registry.
One year mortality after TAVR was chosen as a binary outcome measure. First,
potential risk factors were tested in an univariate manner by Fisher’s exact test for
signiﬁcant inﬂuence on mortality and multiple logistic regression with backward and
forward selection. Calibration was ascertained by the Hosmer-Lemeshow method. In
order to deﬁne the quality of discrimination, the area under the receiver operating
characteristic (ROC) curve was calculated.
Results: In 3772 of 3875 (97.3%) pts. survival status was known and in 3221 (85.4%)
pts a complete data set was available. One-year mortality was 22..7% (n¼730) for all
patients. Based on multiple logistic regression, 22 risk factors impacting mortality
were identiﬁed, including age, body mass index and left ventricular function cate-
gorized in two (left ventricular function) or three subgroups (age). The area under the
ROC curve with a value of 0.712 afﬁrmed the quality of discrimination of the
established scoring model.
Conclusions: Based on GARY data the above model allows the prediction of 1-year
mortality after TAVR, thus supporting continuous improvement of patient selction for
interventional aortic valve procedures.B210 JACC Vol 64/11/Suppl B j SepTCT-716
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Background: New generation TAVR devices offer a number of potential advantages
such as retrievability, re-positionability, outer sealing mechanisms and in some cases
lower proﬁle. To date, however, there remain no published comparisons between ﬁrst
generation devices and these new generation prostheses.
Methods: We compare 46 patients who received a LOTUS prosthesis (Boston Sci-
entiﬁc, MA, USA) with 46 contemporary patients implanted with a CoreValve device
(Medtronic, MN, USA) at a single Australian centre between December 2009 and
March 2014. Transthoracic echocardiographic assessment was performed at discharge
and 30 days following implantation with echocardiographic outcomes independently
assessed by a core laboratory.
Results: Mean age at enrolment was 84.024.97 years in the LOTUS cohort and
82.504.95 years in the CoreValve group. Procedural risk scores were similar be-
tween cohorts (STS: 5.522.04 vs 5.102.53, p¼0.38) as was frailty (Charlson In-
dex: 2.722.09 vs 2.741.44, p¼0.95). Comorbidities of T2DM (19.6% vs 19.6%),
existing coronary artery disease (60.9% vs 65.2%), peripheral vascular disease (6.6%
vs 13.2%) and airways disease (30.4% vs 28.3%) were not different between cohorts.
Procedure duration (119.340.3 vs 111.337.2min, p¼0.88), device duration
(28.219.0 vs 13.614.8min, p¼0.73) and contrast volume used (221.582.9 vs
254.489.7mL, p¼0.60) were not different between cohorts.Conclusions: The second-generation LOTUS transcatheter prosthesis may be asso-
ciated with higher VARC2 deﬁned device success, driven predominantly by less re-
sidual AR. Core laboratory adjudicated echocardiographic assessment of residual
aortic regurgitation, effective oriﬁce area and trans-prosthesis gradient at discharge
and 30 days will be presented.
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Background: Coronary ﬂow velocity reserve (CVR) is reduced in patients with se-
vere symptomatic aortic stenosis, contributing to ischemic clinical symptoms. We
evaluated coronary ﬂow dynamics assessed by intracoronary Doppler surveillance of
the blood ﬂow in the left anterior descending (LAD) artery during the entire trans-
femoral TAVI procedure.
Methods: 15 high-risk patients with severe, symptomatic aortic valve stenosis
(Age 7945yrs; EuroScore174%), who underwent TAVI using the Edwards bio-
prosthesis were included in the study, its main exclusion criterion being presence of a
LAD stenosis. Peak hyperemic ﬂow conditions were determined by intracoronary
bolus injection of adenosine. CVR was computed as the ratio of hyperemic average
peak velocity (hAPV) to baseline average peak velocity (bAPV). CVR was assessed attember 13–17, 2014 j TCT Abstracts/Valvular disease - Aortic: TAVR
www.jacctctabstracts2014com SATURDAY, SEPTEMBER 13, 2014, 5:00 PM–7:00 PMthe beginning of the procedure, after ballonvalvuloplasty (BAV) and after TAVI.
Perioperative concentrations of serum troponin I (TnI) in the ﬁrst 72h after TAVI were
measured for detection of myocardial injury.
Results: CVR (ﬁg. 1) was impaired at baseline (1.590.37) improved after BAV and
subsequent valve implantation (1.680.37). Recovery time towards bAPV was longer
after the rapid pacing (RP) period during valve implantation than after RP period
during BAV (12.9416.57s vs. 7.969.67s; p¼0.322). A positive correlation was
found between the duration of RP and AUC for perioperative troponin I (p< 0.05).HR
95,0% CI for
Exp(B)
p-valueLower Upper
Gender 1.063 0.678 1.667 0.789
Ejection fraction <40% 1.964 1.118 3.450 0.019
COPD 1.241 0.683 2.255 0.479
Acute MI (<90 days,%) 1.807 1.051 3.106 0.032
Critical perioperative State 2.495 0.875 7.112 0.087
Pulmonary Hypertension 1.520 0.962 2.401 0.073
Renal failure (Creatinine 2.2 mg/dl, %) 2.958 1.591 5.500 0.001
Coronary artery disease 1.040 0.657 1.645 0.868
Previous CABG (%) 1.030 0.566 1.876 0.922
Previous valve surgery 2.297 0.983 5.366 0.055
Diabetes 1.269 0.843 1.911 0.254
Valve type (CoreValve/Sapien) 1.285 0.788 2.096 0.314
New-onset LBBB 1.765 1.160 2.684 0.008Conclusions: TAVI leads to an improvement in CVR,which may pathophysiologi-
cally contribute to attenuation of ischemic symptoms,and a longer RP duration
appears to be associated with myocardial injury.
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Background: The SAPIEN 3 transcatheter heart valve (THV) and its low proﬁle
delivery system (Edwards Lifesciences, CA) incorporate features intended to facilitate
accurate positioning and improve paravalvular sealing.
Methods: A multicenter evaluation of patients implanted with SAPIEN 3 valves was
utilized for this speciﬁc analysis. Optimal pre implantation device position was
deﬁned as position of the lower border of the central marker at the lower border of the
aortic cusps with  1.5mm (i.e.  half central marker length). Implantation images
were evaluated by a dedicated core lab blinded to clinical results.
Results: A total of 143 patients implanted with SAPIEN 3 were included in the study:
56.4% male, age 82.17.7 years, STS score 12.110.1%. Baseline aortic valve area
0.730.26 cm2. All implantations were successful (76.2% transfemoral access),
without malposition or implantation of a second device. Paravalvular regurgitation
was < mild in 95.8%. The rate of major vascular complication was 3.5% and acute
kidney injury 1.4% (VARC 2). At 30 days mortality was 1.4% and major stroke
1.4%. Positioning was optimal in 62 patients and suboptimal in 81. Pre-implantation
depth (lower border of central marker below the line of the cusp border) was
1.062.41mm: 0.20.8mm in cases with optimal position, 3.11.41mm in low-
position and -3.191.36 in those with high-position (p< 0.001). Patients with optimal
device positioning had a lower pacemaker rate than patients with a suboptimal
position (3.2% vs. 18.5%, p¼0.007) and although device size was similar, post im-
plantation aortic valve area was larger (25.92.2mm vs. 25.92.0mm, p¼0.95, and
1.910.49cm2 vs. 1.630.47cm2, p¼0.04, respectively).
Conclusions: This multicenter evaluation suggests that SAPIEN 3 implantation is
associated with excellent results. Clinical outcomes are further improved with optimal
device positioning, according to study deﬁnition.
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therapy in the treatment of the severe aortic stenosis. Compared with surgical aortic
valve replacement, transcatheter aortic valve implantation (TAVI) is associated with a
higher risk of developing a new conduction disorder that necessitates permanent
pacemaker implantation (PM). The most frequently observed conduction disorder is
left bundle branch block (LBBB). The aim of this study was to establish the predicting
factors of the mid-term all-cause mortality, highlighting the importance of a new-onset
LBBB.
Methods: This study included a total of 634 patients who underwent TAVI with the
Medtronic CoreValve (n¼112) and the Edwards SAPIEN Valve (n¼512) between
May 2008 and April 2012. The effect of demographic parameters and treatment modes
on overall survival were assessed using regression analysis models.
Results: Multivariate regression analyses revealed, that persistent new-onset LBBB
was an independent predictor of all-cause mortality in the one-year follow up (hazard
ratio [HR] 1.77, 95% conﬁdence interval [CI]: 1.16-2.68; p ¼ 0.008). Other inde-
pendent predictors were: renal failure (HR: 2.96, 95% CI: 1.59-5.50; p ¼ 0.001), a left
ventricular ejection fraction of < 40% (HR: 1.96, 95% CI: 1.12-3.45; p ¼ 0.019),
and acute myocardial infarction within 90 days prior to TAVI (HR: 1.81, 95% CI:
1.05-3.11; p ¼ 0.032).Conclusions: This study demonstrated that persistent new-onset LBBB was an in-
dependent predictor of all-cause mortality at the end of the ﬁrst year, along with renal
failure, poor left ventricular ejection fraction and acute myocardial infarction within
90 days prior to TAVI.
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Background: Whether patients with reduced left ventricular function present worse
outcome after transcatheter aortic valve implantation (TAVI) is controversial. The aim
of this study was assess the impact of baseline severe impairment of left ventricular
function on mortality after TAVI.
Methods: Six-hundred-forty-nine patients with aortic stenosis underwent TAVI with
the CoreValve system (92.8%) or the Edwards SAPIEN valve system (7.2%). Base-
line LVEF was measured by the echocardiographic Simpson method. The impact of
LVEF30% on mortality was assessed by Cox regression.
Results: Patients with LVEF 30% (N¼63), as compared to those with LVEF > 30%
(N¼586), had a higher prevalence of NHYA class >2 (p< 0.001) and presented with
a higher Euroscore (p< 0.001). Procedural success was similar in both groups (98.4%
vs 97.2%, p¼1). After a median follow-up of 436 days, all-cause mortality (23.8% vs
23.7%, p¼0.87, HR 0.96, 95% CI 0.56-1.63) and cardiac mortality (19.1% vs 17.6%,
p¼0.89, HR 1.04, 95% CI 0.57-1.90) were similar in patients with LVEF 30% aslvular disease - Aortic: TAVR B211
